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DETAILED ACTION 

1 . This Office action is responsive to an amendment filed September 21 , 2007. 
Claims 1, 3-4, 7-9, 11-12, 14, 28 and 35-47 are pending. Claims 1, 3-4, 9, 14 and 28 
have been amended. Claims 2, 5-6, 10, 13, 15-27 and 29-34 have been cancelled. New 
claims 36-47 have been added. Claims 41-47 are withdrawn as pertaining to a non- 
elected invention. 

Election/Restrictions 

2. Newly submitted claims 41-47 are directed to an invention that is independent or 
distinct from the invention originally claimed for the following reasons: None of the 
originally presented claims 1 & 16, dated August 22, 2003 require a guide wire having 5 
zones of differing stiffness (a first, a second, a third, a fourth, and a fifth zone; wherein 
the second, third, and fourth zones are transitional zones with correspondingly 
transitional stiffnesses) instead claims 1 & 16 required a guide wire having zones of 
varying stiffness (i.e. a central, a proximal and a distal zone such that the central zone is 
stiffer than both the proximal and distal zones; wherein the proximal zone is stiffer than 
the distal zone ). Moreover, none of the initial claims required any section of the guide 
wire to be atraumatic. Furthermore, claims 1 & 16 are directed to a guide wire to assist 
percutaneous endovascular deployment whereas newly submitted claim 41 requires a 
guide wire that a stiffness to control large diameter, stiff devices but still not damage the 
vasculature or lumen of the delivery system. 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for 
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prosecution on the merits. Accordingly, claims 41-47 are withdrawn from consideration 
as being directed to a non-elected invention. See 37 CFR 1.142(b) and MPEP § 
821.03. 

Claim Rejections - 35 USC §112 

3. The rejection is withdrawn. 

Claim Rejections - 35 USC § 102 

4. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

5. Claims 36-37 & 40 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Rodriguez et al. (US 5,421, 349). 

In regards to claim 36, Rodriguez et al. disclose a guide wire capable of 
assisting percutaneous endovascular deployment comprising: 

a mandrel 1 1 of substantially constant diameter along its length in a central zone 
(see col. 3, lines 62-63); 

a proximal portion 22 of the mandrel having a proximal tapered portion with a 
proximal wire coil 30 on and extending along the proximal tapered portion (see col. 2, 
lines 7-11); 

a distal portion of the mandrel 11 comprising in order from the central zone; 
a distal tapered portion and 

a portion of constant reduced diameter with a distal wire coil 18 on and extending 
along the distal tapered portion 16 and the portion of constant reduced diameter (see 
figs. 1-2; col. 2, lines 19-20 & 66-68; col. 3, lines 26-29; see claim 1 of Rodriguez). 
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.In regards to claim 37, Rodriguez discloses a guide wire wherein the diameter 
of the mandrel in the central zone, the coil diameter of the proximal wire coil and the coil 
diameter of the distal wire coil are of substantially equal (see fig. 1). 

In regards to claim 40, Rodriguez discloses a guide wire wherein the distal wire 
coil 18 terminates in a rounded tip (see fig. 1). 

Claim Rejections - 35 USC § 103 

6. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

7. Claims 38-39 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Rodriguez et al. ('349) in view of Ferrera (US 6,165,140). 

Rodriguez et al. disclose a guide wire, as described above, that fails to explicitly 
teach a radiopaque guide wire or a polytetrafluoroethylene coated wire coil. 

However, Ferrera discloses a guide wire comprising a radiopaque guide wire and 
a wire coil having a portion 40 coated with polytetrafluoroethylene (PTFE) (see column 
3/lines 42-48). 

It would have been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide a guide wire similar to that of Rodriguez et al. 
with a PTFE coating similar to that of Ferrera in order to improve the lubricity of the 
guide wire and fixedly maintain the wire coil in place. Moreover, it would have been 
obvious to one of ordinary skill in the art at the time Applicant's invention was made to 
provide a guide wire similar to that of Rodriguez et al. as modified above with a 
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radiopaque coil similar to that of Ferrera in order to increase the visibility of the guide 
wire under fluoroscopy. 

8. Claims 1, 4, 7-9 & 11-12, 14 and 28 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Clayman et al. (US 6,716,183) in view of Radisch, Jr. (US 
5,295,493) further in view of Sakamoto et al. (US 4,925,445). 

In regards to claims 1, 4, 7-9 & 11-12, Clayman et al. disclose(s) a guide wire to 
assist in anatomic deployment, the guide wire having zones of varying stiffness 
comprising: 

an elongate central zone 18 of high stiffness, and substantally constant diameter 
along its length; 

a proximal zone 21 of transition from high stiffness to semi-stiffness and having 
a length; and 

a tapered segmental distal zone 16 of transition from high stiffness to being 
relatively flexible; 

wherein the proximal zone 21 comprises a tapered mandrel with a proximal wire 
coil 41 of substantially constant coil diameter on and extending along the tapered 
mandrel; 

wherein the proximal wire coil is laser welded to the tapered mandrel (see fig. 7; 
column 6/lines 45-48); 

wherein the proximal wire coil terminates in a rounded tip 50 (see fig. 2) ; 
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wherein the distal zone 16 comprises in order from the central zone 18, a tapered 
mandrel portion 30 and a portion of constant reduced diameter 25 with a distal wire coil 
34 of substantially constant coil diameter on and extending along the tapered mandrel 
portion 30 and the portion of constant reduced diameter; 

wherein at least a portion the guide wire is radiopaque (i.e. the coil made out of 
stainless steel, see column 5/lines 36-37) (see figs. 1A-B; column 4/lines 6-14, 30-32 & 
54-67; column 5/lines 1-18 & 26-28). 

dayman et al. disclose a guide wire, as described above, that teaches all the 
limitations of the claims except dayman et al. do not expressly teach a distal zone that 
includes a pre-formed curve or a tip curve. 

However, Radisch, Jr. discloses a guide wire comprising a distal zone wherein 
the distal zone comprises a distal pre-formed curve (22, 30, 40, 30a) with a radius; 
wherein the central zone comprises a stainless steel mandrel (see figs. 1-1 A, 2-2A, 3- 
3A & 4-4A; column 2/lines 52-68; column 3/lines 1-6 & 24-28; column 4/lines 15-22, 30- 
42 & 58-67; column 5/lines 12-18 & 33-45). 

Moreover, Sakamoto et al. disclose a guide wire comprising a tip curve (see figs. 
1 & 5A-D). 

In regards to claim 1 , it would have been obvious to one of ordinary skill in the , 
art at the time Applicant's invention was made to provide a guide wire similar to that of 
Clayman et al. with a pre-formed curve distal zone similar to that of Radisch, Jr. so that 
the guide wire conforms to the general anatomical shape of the body cavity to thereby 
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hold the guide wire in its prepositioned place (see Radisch, Jr., column 2/lines 52-68; 
column 3/lines 24-28). Moreover, it would have been obvious to one of ordinary skill in 
the art at the time Applicant's invention was made to provide a guide wire similar to that 
of dayman et al. with a stainless steel central portion similar to that of Radisch, Jr. in 
order to provide a core wire of a suitably strong material that can be formed and 
maintained in a desired shape (see Radisch, Jr., column 4/lines 18-22). 

Furthermore, it would have been obvious to one of ordinary skill in the art at the 
time Applicant's invention was made to provide a guide wire similar to that of dayman 
et al. as modified by Radisch, Jr. with a tip curve similar to that of Sakamoto et al. in 
order to prevent the tip portion of the guide wire from piercing the wall of the blood 
vessel (see Sakamoto et al., column 5/lines 57-64). 

More in regard to claim 1, dayman et al. as modified by Radisch, Jr. and 
Sakamoto et al. disclose a guide wire, as described above, that teaches all the 
limitations of the claims except for a proximal zone length of 3 cm to 20 cm, a distal 
zone pre-formed curve radius of 5 cm to 15 cm, and tip zone radius of 5 to 20 mm. 
Instead dayman et al. as modified by Radisch, Jr. and Sakamoto et al. teach a 
proximal zone having a length, a distal zone pre-formed curve having a radius, and tip 
zone having a radius. 

At the time the invention was made, it would have been an obvious matter of 
design choice to a person of ordinary skill in the art to provide a guide wire having a 
distal zone pre-formed curve radius of 5 cm to 15 cm, and tip zone radius of 5 to 20 mm 
because the Applicant has not disclosed that a distal zone pre-formed curve radius of 5 



Application/Control Number: 10/645,089 Page 8 

Art Unit: 3736 

cm to 15 cm, and tip zone radius of 5 to 20 mm are critical and provide an advantage, 
are used for a particular purpose, or solve a stated problem. One of ordinary skill in the 
art, furthermore, would have expected the guide wire of Clayman et al. as modified by 
Radisch, Jr. and Sakamoto et al., and Applicant's invention to have performed equally 
well because the guide wire would perform the same function of: 

providing sufficient flexibility to the proximal section so as to facilitate retrograde 
access insertion into the guide channel of an instrument (see Clayman et al., column 
4/lines 60-63; see Radisch, Jr., column 2/lines 52-57); 

providing a distal zone pre-formed curve radius sufficient for conforming to the 
general anatomical shape of the body cavity to thereby hold the guide wire in its 
prepositioned place (see Radisch, Jr., column 2/lines 52-68; column 3/lines 24-28; see 
Sakamoto et al., column 5/line 65 to column 6/line 2); and, 

providing a tip zone radius sufficient to prevent the tip portion of the guide wire 
from piercing the wall of the blood vessel (see Sakamoto et al., column 5/lines 57-64). 

Therefore, it would have been prima facie obvious to modify Clayman et al. as 
modified by Radisch, Jr. and Sakamoto et al. to obtain the invention as specified in 
claim 1 because such a modification would have been considered a mere design 
consideration which fails to patentably distinguish over the prior art of Clayman et al. as 
modified by Radisch, Jr. and Sakamoto et al. 

In regards to claim 14, it would have been obvious to one of ordinary skill in the 
art at the time Applicant's invention was made to provide a guide wire similar to that of 
Clayman et al. as modified by Radisch, Jr. and Sakamoto et al. with a distal curve that 
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overlaps the distal and central zone since such a modification would amount to an 
obvious design choice that would the same purpose of smoothly increasing the flexibility 
of the guide wire towards the distal end thereof; and prevent breakage of the guide wire 
at said overlapping portion (see Sakamoto et al., column 5/lines 50-56). 

9. Claims 28 & 35 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
dayman et al. ('183) in view of Radisch, Jr. ('493) further in view of Sakamoto et al. 
('445) even further in view of Ferrera (US 6,165,140). 

dayman et al. as modified by Radisch, Jr. and Sakamoto et al. disclose a guide 
wire, as described above, that fails to explicitly teach a radiopaque guide wire or a 
polytetrafluoroethylene coated wire coil. 

However, Ferrera discloses a guide wire comprising a radiopaque guide wire and 
a wire coil having a portion 40 coated with polytetrafluoroethylene (PTFE) (see column 
3/lines 42-48). 

It would have been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide a guide wire similar to that of Clayman et al. 
as modified by Radisch, Jr. and Sakamoto et al. with a PTFE coating similar to that of 
Ferrera in order to improve the lubricity of the guide wire and fixedly maintain the wire 
coil in place. Moreover, it would have been obvious to one of ordinary skill in the art at 
the time Applicant's invention was made to provide a guide wire similar to that of 
Clayman et al. as modified by Radisch, Jr. and Sakamoto et al. with a radiopaque coil 
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similar to that of Ferrera in order to increase the visibility of the guide wire under 
fluoroscopy. 

Response to Arguments 

10. Applicant's arguments filed September 21, 2007 have been fully considered but 
they are not persuasive. Applicant's, the extent that one would consider them 
responsive to the Office action, essentially alleges that the Examiner has failed to 
"articulate any reason why the addition of Radish, Sakamato would have been obvious." 

In response the Applicant's argument, the Examiner respectfully traverses. The 
Examiner is utterly puzzled by the Applicant's gross mischaracterization and 
representation of the Examiner's last Office action. For starters, here is an exemplary 
motivational statement from the Examiner's last and instant Office action: 

At the time the invention was made, it would have been an obvious matter of design choice to a 
person of ordinary skill in the art to provide a guide wire having a distal zone pre-formed curve 
radius of 5 cm to 15 cm, and tip zone radius of 5 to 20 mm because the Applicant has not 
disclosed that a distal zone pre-formed curve radius of 5 cm to 15 cm, and tip zone radius of 5 to 
20 mm are critical and provide an advantage, are used for a particular purpose, or solve a stated 
problem. One of ordinary skill in the art, furthermore, would have expected the guide wire of 
dayman et al. as modified by Radisch, Jr. and Sakamoto et al., and Applicant's invention to have 
performed equally well because the guide wire would perform the same function of: 
providing sufficient flexibility to the proximal section so as to facilitate retrograde access insertion 
into the guide channel of an instrument (see Clayman et al., column 4/lines 60-63; see Radisch, 
Jr., column 2/lines 52-57); 

providing a distal zone pre-formed curve radius sufficient for conforming to the general 
anatomical shape of the body cavity to thereby hold the guide wire in its prepositioned place (see 
Radisch, Jr., column 2/lines 52-68; column 3/lines 24-28; see Sakamoto et al., column 5/line 65 to 
column 6/line 2); and, 

providing a tip zone radius sufficient to prevent the tip portion of the guide wire from piercing the 
wall of the blood vessel (see Sakamoto et al., column 5/lines 57-64). 



To consider such a lengthy explanation as "mere conclusory statements" is 
puzzling. Applicant's reply is replete with such mischaracterizations, which curiously fail 
to respond to the essence of the rejections. 
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In view of the foregoing, the rejections over dayman et al., Radisch and 
Sakamoto are maintained. 

Conclusion 

1 1 . THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

12. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rene Towa whose telephone number is (571) 272-8758. 
The examiner can normally be reached on M-F, 8:00-16:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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